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1. This written opinion is the first (first, etc.) drawn by this International Preliminary Examining Authority. 

2. This opinio:: contains indications relating to the following items: 

I. ^3 Basis of the opinion 

II CD Priority 

III. [>3 Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

IV. Q Lack of unity of invention 

V. [><] Reasoned statement under Rule 66.2(a)(ii) with regard to novelty, inventive step or industrial applicability; 

citations and explanations supporting such statement 

VI. Certain documents cited 

VII. ^] Certain defects in the international application 

VIII. \^\ Certain observations on the international application 

3. The applicant is hereby invited to reply to this opinion. 

When? Sec the time limit indicated above. The applicant may, before the expiration of that time limit, request this Authority 

to grant an extension, sec Rule 66.2(d). 
How? By submitting a written reply, accompanied, where appropriate, by amendments, according to Rule 66. 3. 

For the form and the language of the amendments, sec Rules 66.8 and 66.9. 

Also For an additional opportunity to submit amendments, sec Rule 66.4. 

For the examiner's obligation to consider amendments and/or arguments, sec Rule 66.4bis. 

For an informal communication with the examiner, sec Rule 66.6. 
If no reply is filed, the international preliminary examination report will be established on the basis of this opinion. 

4. The final date by which the international preliminary 

examination report must be established according to Rule 69.2 is: 02.01 .2005. 
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L B asis of the opinion 

1 . With regard to the elements of the international application:* 

[>^1 the international application as originally filed 
I I the description: 



pages , as originally filed 

pages , filed with the demand 

pages , filed with the letter of 

I I the claims: 

pages , as originally filed 

pages , as amended (together with any statement) under Article 19 

pages , filed with the demand 

pages . filed with the letter of 

I | the drawings: 

pages . as originally filed 

. ages , filed with the demand 

pages . filed with the letter of 

I | he sequence listing part of the description: 

pages . as originally filed 

pages » filed with the demand 

pages . filed with the letter of 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in 
which the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is: 

| 1 the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 
| | the language of publication of the international application (under Rule 48.3(b)). 

| | ihc language of the translation furnished for the purposes of international preliminary examination (under Rule 55.2 and/ 
or 55.3). 

3. With regard to any nucleotide and/or :miinu acid sequence disclosed in the international application, the written opinion 
was drawn on the basis of the sequence listing: 

| | contained in the international application in printed form. 

| | filed together with the international application in computer readable form. 

| | furnished subsequently to this Authority in written form. 

| | furnished subsequently to this Authority in computer readable form. 

| | The statement that the subsequently furnished written sequence listing docs not go beyond the disclosure in the 
international application as filed has been furnished. 

| | The statement that the information recorded in computer readable form is identical to the written sequence listing has 
been furnished. 

4- [Zl The amendments have resulted in the cancellation of: 
I | the description, pages 
I | the claims, Nos. 
I | the drawings, sheets/fig 

5. O This opinion has been drawn as if (some of) the amendments had not been made, since they have been considered to 
go beyond the disclosure a.< filed, as indicated in the Supplemental Box (Rule 70.2(c)). 

* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to 
in this*opinion as ..originally filed". m ___ 



Form PCT/IPEA/408 (Box I) (July 1998 

WRITTEN OPINION 



International application No. 
PCT/IN 2003/000294 



III. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

I . The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non obvious), or to be 
industrially applicable have not been examined in respect of: 

□ 

the entire international application, 

IE! claims Nos. 19-22,25,26. 

because: 

I I the said international application, or the said claims Nos. relate to the following subject matter which docs not 

require an international preliminary examination i specify): 



the description, claims or drawings (indicate particular elements below/ or said claims Nos. 1 9-22,25,26 arc so 
unclear that no meaningful opinion could be formed (specify): 

Characterization of pharmaceutical dosage forms by their modes of administration 
is insufficient; thus claims 19-22 resp. the dependent claims 25 and 26 were not 
considered in establishing the present examination. 



the claims, or said claims Nos. arc so inadequately supported by the description that no meaningful opinion 

could be formed. 

no international search report has been established for said claims Nos. 



2. A written opinion cannot be drawn due to the failure of the nucleotide and/or amino acid sequence listing to comply with the 
standard provided for in Annex C of the Administrative Instructions: 

the written form has not been furnished or docs not comply with the standard. 

□ 

the computer readable form has not been furnished or docs not comply with the standard. 
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V. Reasoned statement under Rule 66.2(a)(ii) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 


1. Statement 






Novelty (N) Claims 8-14 




YES 


Claims 1-7,15-18,23,24 




NO 


Inventive step (IS) Claims 




YES ! 

i 
i 

! 


Claims 1-18,23,24 




no ; 


Industrial applicability (IA) Claims 1-18 23 24 




YES ! 

I 

i 
i 


Claims 




NO | 

i 


Citations and explanations 

i 



i 



The following documents have been cited in the Search Report: 

D1: US 4036957 A 
D2: WO 02/45693 A1 
D3: DE 10153078 A1 

D4: US 6407128 B1 i 

By referring to a pharmaceutical preparation comprising acetylsalicylic acid, metaxalone 
and opt. a dispersing (= solubilizing) agent or a wetting agent, wherein the components of ! 
said (micronized) preparation provide a particle size < 0.07 mm, D1 anticipates claims 1-7 » 
15-17,23 and 24. 'j 

D2 pertains to a micronized active agent, e.g. metaxalone providing a preferred particle i 
size from less than 100pm, which is uniformly dispersed in a matrix composed of one or i 
more excipients selected from the group of fatty alcohol, triglyceride, partiai glyceride and 
fatty acid ester, which might act as solubilizing agents. Such pharmaceutical preparations 
represent compositions with enhanced oral bioavailability; thus D2 anticipates claims 1-7 
and 15-18. 

Although D2 does not refer to metaxalone providing either the specific surface area or the j 
particle size distribution described in the present application, inventiveness of claims 1-18 ! 
is not given, because D2 describes a particle size of metaxalone up to 1-20pm, which are i 
inevitably associated with a elevated surface area per unit volume. 

As none of the cited documents explicitly refers to the details described in claims 8-14, said 
claims show novelty. 

After filing of the priority document D3 is not anymore considered to be a relevant ; 
document. j 
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Supplemental Box 

(To be used when the space in any of the preceding boxes is not sufficient) 



Continuation of: BOX V (page 1) 

D4 is regarded as state of the art, because it does not disclose a solubility-improved form, 
but a recommendation to administer metaxalone together with food. 



Industrial applicability is given 
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VI. Certain documents cited 



1 . Certain published documents (Rule 70. 1 0) 



Application No. 
Patent No. 

DE 10153078 A1 



Publication date 
(day/montii/ycar) 

22.5.2003 



Filing date 
(day/montti/yecr) 

30.10.2001 



Priority date (valid claim) 
(day/month/year) 



Non-written disclosures (Rule 70.9) 
Kind of non-wriiicn disclosure 



Date of non-wriltcn disclosure 
(day/month/vcar) 



Date of written disclosure I 
referring to non-written disclosure j 



(day/month/vcar) 
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VII. 



Certain defects in the international application 



The following defects in the form or contents of the international application have been noted: 



The characterizing parts of claims 1 ,2,5 and 8 were not considered in establishing the 
present report, because they include insufficiently defined formulations, namely 
"..pharmaceutical composition has enhanced oral bioavailability." (claims 1,8), "..a 
pharmaceutical^ acceptable solubility-improved form." (claim 2) and "..high-energy 
crystalline form of metaxalone." (claim 5). 
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